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Patents, any application for a patent
which may be filed in such country or
countries by the inventor or his as-
signee shall nevertheless be subject to
a nonexclusive, irrevocable, royalty-
free license to the Government for all
governmental purposes, including the
power to issue sublicenses for use in be-
half of the Government and/or in fur-
therance of the foreign policies of the
Government.

[27 FR 7987, Aug. 10, 1962]

§ 7.7 Notice to employee of determina-
tion.

The employee-inventor shall be noti-
fied in writing of the Department’s de-
termination of the rights to his inven-
tion and of his right of appeal, if any.
Notice need not be given if the em-
ployee stated in writing that he would
agree to the determination of owner-
ship which was in fact made.

[31 FR 12842, Oct. 1, 1966]

§ 7.8 Employee’s right of appeal.
An employee who is aggrieved by a

determination of the Department may
appeal to the Commissioner of Patents,
pursuant to section 4(d) of Executive
Order 10096, as amended by Executive
Order 10930, and regulations issued
thereunder, by filing a written appeal
with the Commissioner, in duplicate,
and a copy of the appeal with the As-
sistant Secretary (Health and Sci-
entific Affairs), within 30 days (or such
longer period as the Commissioner
may, for good cause, fix in any case)
after receiving written notice of such
determination.

[27 FR 7986, Aug. 10, 1962, as amended at 31
FR 12842, Oct. 1, 1966]

PART 8—INVENTIONS RESULTING
FROM RESEARCH GRANTS, FEL-
LOWSHIP AWARDS, AND CON-
TRACTS FOR RESEARCH

Sec.
8.0 Policy.
8.1 Conditions to be included in research

grants.
8.2 Determination as to domestic rights.
8.3 Licenses to the Government.
8.4 Option to acquire foreign rights.
8.5 Fellowships.
8.6 Contracts for research.

8.7 Cancer chemotherapy industrial re-
search contracts.

8.8 Screening of compounds generated under
DHHS grants and awards.

AUTHORITY: Reorg. Plan No. 1 of 1953, 18 FR
2053; 3 CFR, 1953 Supp. E.O. 9865, 12 FR 3907;
3 CFR, 1947 Cum. Supp. E.O. 10096, 15 FR 391;
3 CFR, 1950 Supp.

§ 8.0 Policy.
(a) The Department of Health and

Human Services each year is expending
large sums in the form of grants for re-
search. These grants are made pri-
marily by the Public Health Service in
carrying out its broad responsibility
under the Public Health Service Act to
promote and coordinate research in the
field of health and to make available
information concerning such research
and its practical application. The sci-
entific and technological advances at-
tributable, in varying degrees to this
expenditure of public funds frequently
include patentable inventions.

(b) The Department, as a matter of
policy, takes the position that the re-
sults of research supported by grants of
public moneys should be utilized in the
manner which would best serve the
public interest. It is believed that the
public interest will in general be best
served if inventive advances resulting
therefrom are made freely available to
the Government, to science, to indus-
try, and to the general public.

(c) On the other hand, in some cases
it may be advisable to permit a utiliza-
tion of the patent process in order to
foster an adequate commercial devel-
opment to make a new invention wide-
ly available. Moreover, it is recognized
that inventions frequently arise in the
course of research activities which also
receive substantial support from other
sources, as well as from the Federal
grant. It would not be consistent with
the cooperative nature of such activi-
ties to attribute a particular invention
primarily to support received from any
one source. In all these cases the De-
partment has a responsiblity to see
that the public use of the fruits of the
research will not be unduly restricted
or denied.

(d) The following conditions have
been adopted to govern the treatment
of inventions made in these various
types of situations. They are designed
to afford suitable protection to the
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public interest while giving appro-
priate recognition to the legitimate in-
terests of others who have contributed
to the invention.

[20 FR 6749, Sept. 14, 1955]

§ 8.1 Conditions to be included in re-
search grants.

Subject to legislative directives or
Executive orders providing otherwise,
all grants in aid of research shall pro-
vide as a condition that any invention
arising out of the activities assisted by
the grant shall be promptly and fully
reported, and shall provide either:

(a) That the ownership and manner of
disposition of all rights in and to such
invention shall be subject to deter-
mination by the Assistant Secretary
(Health and Scientific Affairs) or

(b) That the ownership and disposi-
tion of all domestic rights shall be left
for determination by the grantee insti-
tution in accordance with the grantee’s
established policies and procedures,
with such modifications as may be
agreed upon and specified in the grant,
provided the Assistant Secretary
(Health and Scientific Affairs) finds
that these are such as to assure that
the invention will be made available
without unreasonable restrictions or
excessive royalties, and provided the
Government shall receive a royalty-
free license, with a right to issue sub-
licenses as provided in § 8.3, under any
patent applied for or obtained upon the
invention.

(c) Wherever practicable, any ar-
rangement with the grantee pursuant
to paragraph (b) of this section shall
provide in accordance with Executive
Order 9865 that there be reserved to the
Government an option, for a period to
be prescribed, to file foreign patent ap-
plications upon the invention.

[20 FR 6749, Sept. 14, 1955, as amended at 31
FR 12842, Oct. 1, 1966]

§ 8.2 Determination as to domestic
rights.

Rights in any invention not subject
to disposition by the grantee pursuant
to § 8.1(b) are for determination by the
Assistant Secretary (Health and Sci-
entific Affairs) as follows:

(a) If he finds that there is adequate
assurance that the invention will ei-

ther be effectively dedicated to the
public, or that any patent which may
be obtained thereunder will be gen-
erally available for royalty-free and
nonexclusive licensing, the effec-
tuation of these results may be left to
the grantee.

(b) If he finds that the invention will
thereby be more adequately and quick-
ly developed for widest use and that
there are satisfactory safeguards
against unreasonable royalties and re-
pressive practices, the invention may
be assigned to a competent organiza-
tion for development and administra-
tion for the term of the patent or such
lesser period as may be deemed nec-
essary.

(c) If he finds that the interest of an-
other contributing Government agency
is paramount to the interest of the De-
partment of Health and Human Serv-
ices, or when otherwise legally re-
quired or in the public interest, the in-
vention may be left for disposition by
that agency in accordance with its own
policy.

(d) In all other cases, he shall require
that all domestic rights in the inven-
tion shall be assigned to the United
States unless he determines that the
invention is of such doubtful impor-
tance or the Government’s equity in
the invention is so minor that protec-
tive measures, except as provided in
§ 8.3, are not necessary in the public in-
terest.

[20 FR 6749, Sept. 14, 1955, as amended at 31
FR 12842, Oct. 1, 1966]

§ 8.3 Licenses to the Government.

Any arrangement or determination
as to the disposition of rights in inven-
tions pursuant to §§ 8.1, 8.2, 8.5 or 8.6
shall require that there be reserved
under any patent application or patent
thereon, domestic or foreign, a non-
exclusive, irrevocable, royalty-free li-
cense to the Government with power to
sublicense for all governmental pur-
poses.

[22 FR 9696, Dec. 4, 1957]

§ 8.4 Option to acquire foreign rights.

In any case where it is determined
that all domestic rights should be as-
signed to the Government, there shall
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be reserved to the Government, pursu-
ant to Executive Order 9865 (3 CFR,
1943–1948 Comp.) and Government-wide
regulations issued thereunder, an op-
tion to require the assignment of all
rights in the invention in all or in any
specified foreign countries. In any case
where the inventor is not required to
assign the patent rights in any foreign
country or countries to the Govern-
ment, or the Government fails to exer-
cise its option within such period of
time as may be provided by regulations
issued by the Chairman of the Govern-
ment Patents Board any application
for a patent which may be filed in such
country or countries by the inventor or
his assignee shall nevertheless be sub-
ject to a nonexclusive, irrevocable,
royalty-free license to the Government
for all governmental purposes, includ-
ing the power to sublicense for all gov-
ernmental purposes.

[20 FR 6750, Sept. 14, 1955]

§ 8.5 Fellowships.
In the discretion of the Assistant

Secretary (Health and Scientific Af-
fairs), the award of a fellowship to a
person not a Government employee
may provide for the reporting of any
invention made during the term there-
of, and for its disposition in accordance
with the provisions of § 8.1(a) or for its
disposition by the institution at which
the research was performed in accord-
ance with its established policies, if ap-
plicable to such an invention, which
meet the requirements of paragraph (b)
of such section.

[22 FR 9695, Dec. 4, 1957, as amended at 31 FR
12842, Oct. 1, 1966]

§ 8.6 Contracts for research.
(a) Contracts for research, with other

than nonprofit institutions, shall pro-
vide that any invention first conceived
or actually reduced to practice in the
course of the performance of the con-
tract shall be promptly and fully re-
ported to the Assistant Secretary
(Health and Scientific Affairs) for de-
termination by him as to the manner
of disposition of all rights in and to
such invention, including the right to
require assignment of all rights to the
United States or dedication to the pub-
lic. In the exercise of this power the or-

ganization head will be guided by the
policy specified in § 8.2 with respect to
grants.

(b) Contracts for research with non-
profit institutions shall contain provi-
sions as in paragraph (a) of this section
except that, if it is determined that the
institution’s policies and procedures
are acceptable as meeting the require-
ments of § 8.1(b) with respect to grants,
the contract may provide, with such
special stipulations in the contract as
may be deemed necessary in the public
interest, for leaving the ownership and
disposition of all domestic rights for
determination by the contracting insti-
tution in accordance with such policies
and procedures.

[23 FR 1215, Feb. 27, 1958, as amended at 31
FR 12842, Oct. 1, 1966]

§ 8.7 Cancer chemotherapy industrial
research contracts.

Notwithstanding the provisions of
§ 8.6, the Surgeon General in the nego-
tiation of contracts with other than
nonprofit organizations for the cancer
chemotherapy research program shall
be subject only to such limitations and
alternatives as the Assistant Secretary
(Health and Scientific Affairs) may ap-
prove for such program.

[22 FR 9696, Dec. 4, 1957, as amended at 31 FR
12842, Oct. 1, 1966]

§ 8.8 Screening of compounds gen-
erated under DHHS grants and
awards.

(a) General policy. (1) Chemical com-
pounds having potential medicinal and
other utilities are often synthesized or
identified during the course of research
financed under DHHS research grants
and awards. Reporting, filing patent
applications on, and determining own-
ership in inventions relating to such
compounds pose problems which re-
quire special attention. After a
compound has been synthesized, it gen-
erally will not constitute a patentable
invention under the patent laws of the
United States until a specific utility
for the compound has been established.
It is the policy of the Department that
all compounds synthesized or identified
during the course of grant-supported
research should be adequately screened
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and tested in Government or non-Gov-
ernment facilities in order that all pos-
sible utilities may be ascertained and
that any promising compounds may be
fully developed for widest possible use.
The Department encourages the utili-
zation, whenever appropriate, of the
screening services of the Cancer Chem-
otherapy National Service Center and
the Walter Reed Army Institute of Re-
search.

(2) It is the policy of the Department
notwithstanding anything to the con-
trary under patent law of the United
States or requirements of U.S. Patent
Office practice, to acquire no owner-
ship rights to inventions claiming
novel methods of using compounds,
where such use inventions are first
conceived and reduced to practice sole-
ly by the screening or testing organiza-
tion without the use of grant funds.

(b) Screening performed with use of
grant funds. Where nongovernmental
facilities are utilized for screening
services to be performed and paid for
by the grantee (as used in this section,
the term ‘‘grantee’’ refers to awardees
in addition grantee (as used in this sec-
tion, the term to grantee institutions)
with grant funds, the grantee shall ob-
tain an agreement with the screening
organization providing that the screen-
er shall promptly report to the grantee
the details of any positive findings of
utility for the compound and that all
invention rights relating to the
compound and its utility shall, as be-
tween the grantee and the screener,
vest in the grantee. Upon receipt of
such report of positive findings, the
grantee shall promptly forward copies
to DHHS. Ownership of all invention
rights to the compound or reported
utilities shall be subject to the disposi-
tion by the Assistant Secretary
(Health and Scientific Affairs) as pro-
vided by the terms of the grant or
award in accordance with § 8.2, except
that where the grantee institution has
entered into an Institutional Patent
Agreement with the Department pursu-
ant to § 8.1(b), ownership of the inven-
tion rights shall be in accordance with
the terms of that Agreement.

(c) Screening performed without the use
of grant funds. Where screening is to be
performed at nongovernmental facili-
ties without the use of grant funds, the

grantee may proceed to have com-
pounds screened under one of the fol-
lowing arrangements:

(1) Institutional Patent Agreement.
Where the grantee institution has en-
tered into an Institutional Patent
Agreement with the Department under
§ 8.1(b) of the Department Patent Regu-
lations, the grantee shall enter into an
agreement with the screener which
shall be consistent with, and will per-
mit the grantee to fully comply with
its obligations under such Institutional
Patent Agreement. The agreement
with the screener shall, as a minimum,
provide that ownership of patent rights
to inventions resulting from the
screening process shall vest, depending
on the law of inventorship, in the
grantee, the screener, or both, except
that such agreement may leave to
screening or testing organizations own-
ership rights to inventions claiming
novel methods of using compounds,
where such use inventions are first
conceived and reduced to practice sole-
ly by the screening or testing organiza-
tion without the use of grant awards.
The grantee shall administer all inven-
tion rights to the compound and all
other invention rights vested in the
grantee in accordance with the terms
of the Institutional Patent Agreement.

(2) Patent Agreements for Screening.
Where an Institutional Patent Agree-
ment is not in effect, the grantee shall
enter into an agreement with a screen-
er to govern disposition of rights to in-
ventions resulting from the screening.
Such agreements shall be in the form
prescribed by or as may be approved by
the Department and shall be consistent
with the policy set forth in paragraph
(a) of this section.

(3) Determination of invention rights
prior to screening. Where a grantee has
not entered into an Institutional Pat-
ent Agreement, it may, prior to mak-
ing arrangements for screening, peti-
tion the Assistant Secretary (Health
and Scientific Affairs) requesting a de-
termination that invention rights per-
taining to an identified compound be
assigned to the grantee for administra-
tion, pursuant to the provisions of
§ 8.2(b). Determinations under § 8.2(b)
normally permit the grantee to grant
exclusive licenses for a limited period
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of time. Such petition must dem-
onstrate that an assignment is re-
quired in order to achieve effective
screening of the compound and any re-
sulting inventions will thereby be more
adequately and quickly developed for
widest use.

[34 FR 201, Jan. 7, 1969]

PART 9—USE OF HHS RESEARCH
FACILITIES BY ACADEMIC SCI-
ENTISTS, ENGINEERS, AND STU-
DENTS

Sec.
9.1 Purpose.
9.2 Policy.
9.3 Delegations of authority.
9.4 Criteria.
9.5 Restrictions.

AUTHORITY: 27 Stat. 395, as amended; 20
U.S.C. 91.

SOURCE: 34 FR 18938, Nov. 27, 1969, unless
otherwise noted.

§ 9.1 Purpose.
To enhance the availability of DHHS

scientific research and study facilities
to academic scientists, engineers, and
qualified students.

§ 9.2 Policy.
It is the policy of the Department of

Health and Human Services in accord-
ance with the policy of the President
announced on February 21, 1969, to
make research and study facilities of
the Department readily available to
the scientific community, especially
qualified academic scientists and engi-
neers. Unique, unusual, and expensive-
to-duplicate facilities at laboratories
and other study and research facilities
of the Department will be made avail-
able to the national scientific commu-
nity, to the maximum extent practical
without serious detriment to the mis-
sions of those facilities. It is also the
policy of the Department to permit
qualified students and graduates of in-
stitutions of learning in the several
States, and territories, as well as the
District of Columbia, to use study and
research facilities of the Department.
When such facilities are used by aca-
demic scientists, engineers, and stu-
dents, the costs incurred for the oper-
ation of the unique or unusual research

facilities, as well as of the other facili-
ties, should be funded by the operating
agency responsible for the operation of
that facility, except for any significant
incremental costs incurred in support
of research not directly related to an
HHS mission.

§ 9.3 Delegations of authority.

(a) The heads of operating agencies
are delegated authority for negotia-
tions and decisions as to the use of De-
partment facilities by qualified aca-
demic scientists, engineers, and stu-
dents.

(b) The heads of operating agencies
may (and are encouraged to) redelegate
to the heads of their respective compo-
nent organizations, with the power to
further redelegate to laboratory direc-
tors, the authority for negotiations
and decisions as to the use of depart-
mental facilities. Appropriate use shall
be made of advisory groups in formu-
lating their decisions.

§ 9.4 Criteria.

(a) The official permitting use of De-
partment facilities must determine
that it would be consistent with the
programs of his activity to participate.
Facilities may be made available pro-
vided the use of such facilities will be
of direct benefit to the objectives of
the academic scientist, or engineer, or
student, with the prospect of fruitful
interchange of ideas and information
between Department personnel and the
academic scientist, or engineer, or stu-
dent, and such use will not interfere
with the Department program.

(b) The official permitting use of De-
partment facilities will furnish the
non-Government user with safety re-
quirements or operating procedures to
be followed. Such requirements or pro-
cedures are to include the requirement
to report to the permitting official any
accident involving the non-Govern-
ment user.

(c) The official delegated authority
for approving the use of Department fa-
cilities will not permit the use of lab-
oratory facilities unless he determines:

(1) That facilities are available for
the period desired; and

(2) That the proposed research will
not interfere with regular Department
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